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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Public Health Service

Food and Drug Administration

r

APPLICATION FOR A VARIANCE Form Approved: OMB No. O91OQO25

FROM 21 CFR 104 O.11(C) FOR A
Expiration Date: October 31, 2000

See Page 4 for OM8 Statement.

LASER LIGHT SHOW, DISPLAY, DOCKET NUMBER

OR DEVICE I
f40Wl? No laser Iiaht show, uroiection system, or device may vary from compliance with 21 CFR 1040.11 (c) in design or use without the approval of

this application in accordance with 21 CFR 1010.4.

INSTRUCTIONS

1. Check all applicable boxes and type or print the 3. Mail your explication to the Dockets Management Branch {HFA-305), Food and
requested information. Drug Administration, Room 1-23, 12420 Park!8wn Drive. Rockville, MD 20852.

2. Submit an original and four (4} copies. 4. Enter docket number if assiuned.

1.NAME OF COMPANY

re%- Cww-S4-4;5>
2. AD ORESS OF COMPANY (Include ZIP Codel(lf P. O. Box is used, include acfutrl street address also.)

(03 gd& %@- !?i-*yl+ tied ~(’-k,bdy )WLY
3. NAME AND TITLE OF RESPONSI13LE PERSON j 4. TELEPHONE NO. @cW~ Mea code) 5. DATE OF SUBMISSION

-z&&=& b E ~ COWL -Lql 2JL J>z-%44+ W[w?q
6. THE APPLICANT REf2UESTS THE VARfANCE TO BE IN EFFECT FOti A PERIOD OF > YEARS FROM THE D~TE OF ISSU?. (/fl

general the Agency wru tvvro Ve a vatince for on~ two years- If a fonger period is requested, a +titition mu$t be a~a~ed as Pafl of the aPPlicetionJ

7. PROOUCT OESCI

a. LIST NAME AND/OR MODEL NUMBER(S) fWR THE IASER LIGHT SHO’

~ Q\ Q_& c p Lasq=@- ~

b. PRODUCT FOR WHICH A VARIANCE [S REQUESTED ‘

o A faser display device

O A jector for a faser light show

/ A laser fight show

u Other (Sputiyt

C. u projectors ARE lNTEf’JOED FOR SALE, LEASE, OR LOAN TO
OTHER fASER UGHT SHOW PRODUCERS

d. PRODUCT IS INTENDED FOR USE IN A

~lanetarium or other dome projection structure

tiheatef

~otel/motel ballroom or meeting room

IXS ore displays

d T ade show or convention

d~~~;~;q.e or nightkl.b

&lndoo,r ~epa

~Outdoor arena

~M scum

d Outdoor unenclosed area

a Other (Specirll

e. PRODUCT IS INTENDED TO BE USED

D At on[y OM’ [r%.sd) location

W a variety of flow} locations

‘TION AND USE

S-AND PROJECTOR(S)

. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION

~More tfwn 15 dam ,”

a More than 5 but not more than 15 days

❑ Less than 5 days

j. TOUR IS INTENDED TO RUN FOR

n More than 6 months

a l-6 months

tJ L s tian one month

d Not applicable Wof a tour)

o Other (Specify)

d

I. PRODU T“ U.Tll@S THE FOLLOWING LASER EFFECTS

F ont screen projections

d Rear screeri projections

~Holographic”displays

~Multiple roftectiorddiffraction effects

❑ A@@@ s,~nqing L4{so includes scanning any accessible

uncon wolfed areas}

~ Reflections from stationary mirrors or mirrored

surfaces” (Beam Maoicesl

titationawimafiattin of rotating mirror balls, etc.

@ nning kradiation of rotating mirror balls, etc.

z fiber 0P6; ~ojecdo~ “,

~og, smoke, o, ofher scattering enhancement effects

0 other (sperm] @ Other (Specirll

s. lA’SER;RADIATtON LEVELS
. .

L4SER MEDIUM W, ffe-rve, erc.1 ! WAVE LENGTHS (rrml PEAK POWER (W8f?S)-— 1

1
9. IF ANY US= FL4DIAmON is PUL5ED OR SCANNED, r31vE TtiE PULSE OuRATloN AND RATi AND SCANNING FREQUENCY ANO AMPUTUOE

~~ qkb J“-- c..’< 5@b\ti

?
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10. REASON FOR REQUESTING VARIANCE “

tiompfimce W the limi~$of21CFR104O.11(cI WOUkf rc$~ricl !RII intondcd use of the product because cornpli~nce would
limit the autpuT ~wcr to (he extent that the desired effec!$ wcIJid not he sufficiently visible
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11. MAN IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

It is proposed to deviate from the provisions of 21 CFR 1040.11 [c] in that the accessible emission level would exceed the
accessible emission Iimi:s specified in 21 CFR 1040.11 (c].

O It is proposed to deviate from the provisions of 21 CFR 1040.11 (c) as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

tiasar fight shows and displays are accepted popular media in entertainment and the arts. Use of power levels in excess
of the fimits imposed by 21 CFR 1040.11 (c) is necessary to achieve the required effects in these media.

O Othar or additional advantages fdescribe and exp/air).

3. EXPUIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. tUreck as manv boxes as msD/v. /n item f4 ‘Remarks. -

justify 8ny boxes not checked, using additional sheets as necessery. Stare any other means of radiation protectl$n &8r wi# be used.)

a. ~All laser products, systems, shows, and projectors will be certified to compiy with 21 CFR 1040.10 and the conditions of this variance ‘
and will IM reponed as required by 21 Cf-R 10Q2. I O AND 1002.11using the refxx-dng guides prow”ded for such purpose. ‘These actions
will be accomplished prior to any introduction into commerce. ‘

b. ~Effects not specifically indicated in this variance appfica[ion will not be performed. No other effects will be added until an amendment to
the variance has been obtained and the required reports or supplements, as applicable, have been submitted.

c.d Scanning, projection, or reflection of laser and collateral radiation (tight show r8diatiorr) imo audience or other accessible uncontrolled
areas will not be permitted except for diffuse reffe~ions produced by the atmosphere, added atmospheric scattering media, and target

screens.

d. wLaser radiation levels in excess of the limits of class I will not be permimed at any point less than 3.0 meters above any surface upon
which persons other than operators, performers, or employees are permitted :0 stand or 2.5 meters below or in la~eral separation from

any place where such persons are permitted to be. Operators, performers, and employees will not be required or alIowed to w.ew
radiation above the limits of Class I or be exposed to radiation above the limits specified in 21 CFR 1040.11 [c).

e.finy product which relies on scanning to meet access, exposure, or product class limits will incorporate a scanning safeguard system
which direct~ senses scanner motion and which will react fast enough to preclude exceeding the applicable fimit.

f. @All laser fight shows shall be under the direct and personal control of trained, competent cperatcv(s}. Tha opera!or{s; will:

(1) Be an employee of the variance holder who will be responsible for th.s training and the conduct of the operator;

(2J Be located whera all beam paths can be directly observed at all times: and

(3) Immediately terminata the emission of light show” radiation in the event of any unsafe condition; or, for outdoor shows, upon request
by any air traffic control officials.

0. ~The maximum laser Projector output power will not exceed the level required to obtain the intended effects.

h. <The proje&ion system (i. e.,tie projecror and all otiw. componen~ used to produce the Gghting effects) will be securely mounted or .,
immobifiied [O prevent unintended movement or misafignmen[. Beam masking will ba provided as an inherent part of the system design

to prevent overfilling of screens, beam stops, targets, etc.

i. ~aser projectors will not be delivered to any other pa~under an agreement of sale, Ieas,a, or[oan unless,and until the recipient

detiommates that they have a variance in effect ‘at the. time gf.~efive~ ~hat p~rmits them to produce laser fight shows incorporating
such projector(s).

j. d hl addiin to the requirements of 21 CFR 1040.10(h), the manufacturer of laser proje~orsfsystems will provide to parties who pur-
chase, Iaasa, w borrow tie equipment, adequate users’ ins~ctions for safe [installation and operation which explain tie reapons{bilii of

the recipient as an independent light show manufacturer to submit the required reports and apply for and obtain a variance. from CDRH
prfor to introdua”on into commerce of any laser Kght shows.

k.tihe requirements of 21 CFR 1002.3t){a)(l} and (2] will be accomplished through the use of vvrit!en procedures for setup, alignment,
tasting, and p&-fm-mance of each show. tiese procedures will be in suficient detail to ensure Compliance with 21 CFR 1t)40.1 O, the
COil&&+l.S O! @ variance, and the con~ol of access to radiation areas using the procedures des~ibed in the ANSIZ1 36.1 standard fOr

“ tha .SafS use of lasers (American I% UOn8/ Stahdards”tnsfr. fute, 1430 Bro8dway, New York NY 100 f8J or any other equivalent user
consensus standard and, where applicable, state or local requirements. Laser radiation areas ~~ch can contain radiation levels abova

the Gmits specifii .m 21 CFR 1040. \ ! [c} will be clear{y identified by the posting of warning signs and/or restrictiW access through

physical means (sudr “as p{essure switches, phoro cells, barriers, guards, etc.). These requirements apply to tempora~ areas lsuch IX
dunirg ser Up and 8fignment procedure$~ and to ~nal or permanent areas. Tha variance holder will retain the records of these ~ocaduras
and dW r~u~s of all tests as required by 21 CFR 1t)02.31. A copy of [he varianca appfica!ion, the approval le~er, ~rrent procedures,

and records re[arjng to each paflicuiar show will be with the operator or other responsible individual and will be made available for
inspection by FDA and other responsible authofi!ies.
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1. Advance written notification will be made as early as possible to appropriate federa{, slate, and local authorities providing show itinerary
wi{h dates and locations clearly and cornpletelv identified, and a basic descrip~ion of the proposed effects including a sr.a[ement of the
maximum power output intended. Such notifications will be made, but not necessarily be timited, to:

(1\ The Center for Devices and Radiological Health, Office of Compliance (HFZ-342), 2098 Gaither Road, Rockvifle, MO 20850, providing
the initial and closing dates for fixed installations and the itinerary for mobile shows. In addition, unless all aspects of each show have

been reported and accession numbers c~earty referenced, each notice will incfude detailed descriptions of each show and a listing of all
effects to be performed in sufficient detail to confirm compliance with the regulations and this variance.

(2 I The Federal Aviation Administration (FAA] for any projections into open airspace at any time (i. e., inc/udifig set up. atigrrrnenf.
reheersefs, perform8rrces, etc.]. If the FAA objects to any laser effects, the objections will be resolved and any conditions requested by

FAA will be adhered to. If these conditions cannot be met, the objectionable effects will be deleted from the show

(3) State and local radiation control offices/agencies for all shows to be performed within their jurisdictions. All requirements of state and
local law wi[l be satisfied and any objections raised by local authorities will be resolved or tha effects deleted. (A rZst o/ feded snd

stare oh7ces is avai!8bte from the center for Oew”ces and Rad;oJogic81 Health uPon fequesl.]

14. REMARKS

CERfiCAmON

1CERTIFf that all of the above information and statements are true, complete, and correct to the best of my knowled~e and acknowledge

that my variance application may be denied or my variance may be revoked if this application is found to be false, misleading or incorrect
in any material way. I have submitted and will submit all reports required by 21 CFR 1002.10 and 1002.11 on the laser equipment and

SIWW(S]. I further understand that I may be required by regulation or by the Director, Center for Devices and Radiological Health, to supply

such other information as may be necessary to evaluate ond act on this application.

5. SIGN FURE .

94?

16. NAME [Type or Prinr}

, 9’4%7 k. &w

17.TITLE
,,
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